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earned patent term adjustment. See 37 CFR 1 .704(b). 
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1 )KI Responsive to communication(s) filed on 30 March 2006 . 
2a )□ This action is FINAL. 2b)^ This action is non-final. 
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closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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5) D Claim(s) is/are allowed. 
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The Status of Claims : 

Claims 12-24 are pending. 
Claims 12-24 are rejected. 

DETAILED ACTION 

1. Claims 12-24 are under consideration in this Office Action. 

Priority 

2. It is noted that this application is a 371 of PCT?FR04/02489( 10/0 1/2004), which has a 
foreign priority document, France 031 1595. 

Drawings 

3. None. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 



Application/Control Number: 1 0/574,1 1 9 Page 3 

Art Unit: 1625 

Claims 16-20,22 and 24 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

In claims 16-18, and 20, the phrase " compound (A)" is recited. This expression is 
vague and indefinite because the skilled artisan in the art is unable to understand what is meant 
by the phrase " compound (A)" without specifying the formula of " compound (A)" . 

In claims 22 and 24, the phrase " associated with " is recited. This expression is vague 
and indefinite because how illnesses or thrombo-embolic disorder are associated with 
atherosclerosis, hypertension , diabetes and heart failure or auricular fibrillation and invasive 
surgical procedures. Therefore, an appropriate correction is required. 

Claim Rejections - 35 USC S 112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

In the claim 23, the term " preventing" is recited. However, the specification does not 
describe how to prevent a disorder of the vascular , cardiovascular or neurovascular system or 
a thrombo-embolic disorder. Also, there are no showings of any evidence for preventing the 
disorder of the vascular , cardiovascular or neurovascular system or a thrombo-embolic disorder 
at the same time by using the claimed compound. This description is essential to the claimed 



Application/Control Number: 1 0/574,1 1 9 Page 4 

Art Unit: 1625 

invention because it allows to distinguish identifying characteristics sufficient show that the 
applicant was in possession of the claimed invention, and the claim ,as a whole, may not be 
adequately described where the invention is described solely in terms of a process of its 
conversion coupled with its function and there is no described or art-recognized correlation or 
relationship between the structure of the invention and its functional language. Furthermore, the 
contemporary knowledge of the art does not teach " how to prevent " any disorder of the 
vascular , cardiovascular or neurovascular system or a thrombo-embolic disorder. If we could 
prevent all the possible permutations and combinations of the disorder of the vascular , 
cardiovascular or neurovascular system or the thrombo-embolic disorder, nobody would be sick. 
In addition, more than routine experimentation is involved. Sec In rc Armbruster 185 USPQ 204 
(CCPA 1985) and Angstadt et al. , 190 USPQ 152 (CCPA 1990). Therefore, the specification 
has failed to support enablement for the method for preventing the disorder of the vascular , 
cardiovascular or neurovascular system or the thrombo-embolic disorder. Therefore, an 
appropriate correction is required. 

Claim Rejections - 35 USC §103 
This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1 .56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
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invention was made in order for the examiner to consider the applicability of 35 U.S. C. 103(c) 
and potential 35 U.S. C. 102(e), (f) or (g) prior art under 35 U.S. C. 103(a). 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

Claims 12-22 are rejected under 35 U.S.C. 103(a) as being unpatentable over. 
Ogletree et al (US 2003/0109543) in view of Lavielle et al (US 5,472,979). 



Ogletree et al et al (US 6,689,809) discloses as shown below (see abstract): 

\ mcthnj ts purvidt J \ n' inhibits t£ pUtd* 1 a^it^ tioi jfld 
thrombus formation by administering to a patient an ADP- 
receptoi blocking mi pi e let drug such as dopi >grd, in 
L<*tttbiiiaiioLi wdh <i thiomboviSK .V n-^ploi ^nLit^ mi*> , 
such as ifetroban, and optionally a cholesterol lowering 
drug, such as an HMG Co A reductase inhibitor, for example, 
pravastatin. 
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[0029] Furthermore, in accordance with the present inven- 
lion. ;t mcilioJ Is prm uK-d tor preventing or inhibiting onsei 

si ischemic tunh including eaidiova^ndur, eerebrovjseu- 
iar and peripheral vascular events, such as myocardial 
infarction, unstable and stable angina, scute reoednsioo. 

ilkt fierauanenns transluminal coronary angioplasty 
(PITA), restenosis iWvi Vl( V h> * nholk strukc. It mssent 
ischemic attack, reversible ischemic neurological deficit, 

itk! ukiTHU ii ilaudii. ttn<n v\kum i ^omhukCism ol mi 
ADP-rccepior blocking antiplatelet drug, such as clopi- 

kvuxK and j tln>.mSiu\Mit A meepmr arJamm si, sudi js 

Ifetrobau, and optionally a cholesterol lowering agent, is 
administered in therapeutic effective amounts. 

(see page 2 , paragraph 0029) 

[0034] Hst term MopidogreF' s employed herein 
includes clopidogrel in its .free add form, ester thereof, 
including the acetate, and/oi pharmaceutical!) acceptable 
acid addition salts thereof* including the hydrogen sulfate 
sail 

(see col. 2 , paragraph 0034). 



However, the instant invention differs from the prior art in that the compound (A) of the 
formula (I) is unspecified. 



Lavielle et at teaches the followings: 
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The present Invention relates to a new i^3,4-tetraay- 
dfomphtfealene compounds, 

More particularly, the compounds described in toe 
present mvesiu-«n possess anti-thromboxane A a properties 
which are equally good as antagonists of the thromboxane 
A 2 (TXA 2 ) receptors and as mhihitors of the activity of the 
enzyme responsible for the synthesis of thromboxane A 2 ; 
tfifomboxane A 2 -syntiiase. 

Thromboxane A 2 is a metabolite of arachldoaie acid 
proceed by blood platelets, which brings about a consid- 
erable constric tion of blood vessels and induces aggregation 
of the platelets. The production of thromboxane A 2 Is 
increased In conditions such as angina pectoris or strokes 
and it plays a very important role in all the processes leading 
to thrombotic conditions. 

It was thus particularly advantageous to synthesize sub- 
stances capable of inhibiting the pro-aggregating and vaso- 
constrictive activities of thromboxane A 2 > either as throm- 
boxane A r reeeptof antagonists or m thromboxane 
A-rsyothase inhibitor. 

Besides the fact that they are novel, the compounds 
described is the present invention possess markedly more 
intense pharmacological properties than those of the other 
compounds described in the prior art, 

They are thus useful as thromboxane A 2 antagonists and 
as thromboxane A 2 -synthase inhibitors in the treatment or 
prevention of diseases involving thromboxane A 2 such as, 
for example, canffio- and cerebrovascular diseases and 
thrombotic diseases, as well as the vascular complications 
which accompany the pathological conditions involving 
eitl rthroml >xan % >r substances which interact with the 
TXA 2 receptor (for example such as the vascular compli- 
cations in diabetes). These- thromboxane A 2 antagonists also 
possess protective properties with respect to the gastric wall 



(see col. 1 , lines 1-37). 
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Furthermore, the following table discloses a pharmaceutical composition containing 

EXAMPLE 1 



]4-melJiyI-5 5 6J,84eirahydmiiapkth-!-fl} propionic 

add, sodium salt , 

(see col. 11 , example 1) 

EXAMPLE 24: Pharmaceutical composition 

Formula for the preparation of 1000 tablets containing a 
10 mg dose 



Ctjmpoacd of Example I 10 g 

Hydtosypmpyi s&IMose 2 g 

Wheat starch 10 g 

Lactose 100 $ 

Magnesium stearate 3 g 

Tale 3 g 



(see col. 27., lines 1-15). 

Ogletree et al expressly describes a composition based on an ADP-receptor inhibitor, 
such as clopidogrel and a thromboxane A2 antagonist, such as ifetroban useful for the treatment 
of cardiovascular diseases. Similarly, Lavielle et al does teach the 

3~{64(4 Ota phc iylsiiifQoyl)ami:rio 
]«2-iiMJttiyl-5,6J f 84di^ydrona|Mi-l-yl> propionic 

add, sodium salt jWhich is a well . known 

thromboxane A2 antagonist used as an antithrombotic in cardiovaswcualr diseases. 

Therefore, it would have been obvious to the skilled artisan in the art to be motivated to 
incorporate the Tavielle et al's thromboxane A2 antagonist as an alternative to ifetroban into the 
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Ogletree et al composition. This is because both prior art disclose the composition for the same 
utility of the treatment of cardiovascular diseases and the skilled artisan in the art would expect 
such a combination to be feasible and successful as guidance shown in the prior art. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Taylor Victor Oh whose telephone number is 571-272-0689. The 
examiner can normally be reached on 8:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Janet Andres can be reached on 571-272-0867. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Taylor Victor Oh, MSD,LAC 
Primary Examiner 
Art Unit: 1625 
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